ANTIMICROBIAL FOAM HANDWASH- chlorhexidine gluconate 2% solution liquid
GOJO Industries, Inc.

GOJO International
Antiseptic

Directions:/ Mood de Uso:

DIRECTIONS: / MODO DE USO:

Warnings/Precauciones
For external use only
Allergy Alert:

This product may cause a severe allergic reaction. Symptoms may include:
wheezing/difficulty breathing

shock

facial swelling

hives

rash

If an allergic reaction occurs, stop use and seek medical help right away
Para Use Externo Unicamente
Alerta De Allergia:

Este producto puede causar unreaccionalérgica severa. Los sintomas pueden incluir:
sibilancias/dificultad para respirar

shock

hinchazo6n facial

urticaria

sarpullido

En caso de ocurrir alguna reaccion alérgica, detenga el uso y busque ayuda de inmediato

Do notuse/No debe usante
If you are allergic to chlorhexidine gluconate or any other ingredients

Si es alérgico al gluconato de chlorhexidina o a cualquier otro ingrediente

When using this product/ Cuando use este producto

Keep out of eyes, ear and mouth. May cause serious and permenant eye injury if placed or kept in the



eye during surgical procedures or may cause deafness when instilled in the middle of the ear through
perforated eardrums. If solution should contact these areas, rinse out promptly and thoroughly with
water.

Evite el contacto conlos ojos, oidos, y boca. Puede causar dafio ocular serio y permanente si se coloca
o permanece enel ojo durante procedimientos quirirgicos o puede causar sordera si se instila en el
oido medio a través de timpano perforado. Si la solucionllegara a tener contacto con estas areas,
enjuague lo mas pronto posible consuficiente agua.

Stop use an ask a doctor if/ Mantengas e fuera consulte a su médico si
Irrititation, sensitization or allergic reaction occurs. These may be signs of a serious condition.

Reacciones de irritacion, sensibilizacion o reacciones alérgicas aparecen. Estos son signos de una
condicion seria.

Keep out of reach of children

If swallowed, get medical help or contact a poison control center right away.

En caso de ingestion, busque ayuda médica o contacte al centro de control de intoxicacion de inmediato.
Chlorhexidine Gluconate/Gluconato de chlorhexidina 20 MG/G

Citric acid, cocamide DEA, hydroxyethlycellulose, isopropyl alcohol, lauramine oxide, aqua
Antimicrobial Handwash

Chlorhexidine Gluconate 2% Solution

NDC 21749-416-89

GOJO Industries, Inc

Akron, OH 44309

+330 255-6000

www.GOJO.com

GOJOLTXINTLLBL

Net Wt 1200 mL



.
Bl 1922-02-INT0O

Gojo

o ANTIMMCRORBIAL FOAM
—— HANDWASH WITH 2% CHG
—f LAVADO DE MANOS ANTIMICROBIANG
il EN ESPUMA AL 226 CHG
||
-
—
=] Distrbvoted by, Distbuido per:
-N 00 Indhantries, M. firon, O 44300
Elﬂ 41 302 S50 wm, G LN Loom
07, GO Iedusivies, e
MY Al rightn reserved, Todos bos derechos resenades. GOJOLTXINTLLBL
oy Mkt b U5 A, Hischo gnla EEUML Te22=02-gNTO0  1522-G4A0-INT-B
|
[ =]
1200 ml 8
L.
-

N

DIRECTIONS: / MODO DE US0:

WARNIVGS FOR EXTERMAL USE ONLY. DO NOT LSE IF — YU ARE ALLEREKC TO
CHLORHEXDINE GLUCONATE OR ANY OTHER INGREDIENTS, WHEN USING THES PRODUCT — REEP
QUT OF EYES, EARS, AND MOUTH — MAY CALSE SERIOUS ARD PERMANENT EYE FLIURY IF PLACED
(R KEFT M THE EYE CURING SURGICAL PROCECURES OR MAY CALSE DEAFNESS WHEN INSTILLED
IN THE MIDDLE OF THE EAR THROUGH PERFORATED) EARDRUMS —IF SOLUTION SHOULD CONTACT
THESE AREAS, RINSE OUT PROMPTLY AND THORDUGHLY WITH WATER, STOP USE AND ASK A
DOCTOR IF = IFRITATION SENSITIZATION, OF ALLERGIC REACTION OCCURS, THESE MAY BE SIGNS
(F A SERICLS COMDITION, KEEP OUT OF REACH OF CHILDREM. IF SWALLOWED, GET MEDICAL
HELP OR CONTACT A POISON CONTROL CENTER RIGHT AWAY,

ALLERGY ALERT = THES PRODUCT MAY CALISE A SEVERE ALLERRIC REACTION, SYMPTOMS MY
INCLUCE: «\WHEEANGTRFICULTY BREATHING =SHOCK »FACIAL SWELLING #HINES »RASH
IF AN ALLERGHC REACTION QCCURS, STOP LUSE AND SEFX MEDICAL HELP FIGHT AN,

PRECAUCIONES PARA USO EXTERMO UNICAMENTE, NO DEBE USARSE - 5| ES ALERSICO AL
BLUCONATO DF CLORHENDINA O A CLALCUIER (TR INGREDIENTE CUANDO USE ESTE
PRODUCTO —EVITE EL CONTACTO CON LOS CU0S, OIDOS, ¥ BOCA. PUEDE CALSAR DaRD
QCULAR SERIDY PERMANENTE S SE COLOCA 0 PERMANECE EN EL 00 DURANTE




PROCEDIMIENTOS QUIRIRGICOS 0 PUEDE CAUSAR SORDERA S1SE INSTILA EN EL DID0 MEDK) A
TRANES DE TIARAND PERFORADO — S LA SOLLCKIN LLEGARA A TENER CONTACTD CON ESTAS
AREAS, ENJUMGLE L0 MAS PRIONTD POSIBLE CON SUFICIENTE AGLIY DETENGA EL USD Y

CONSULTE A 5U MEDICO 51— REACCEINES DE RRITACKIN, SENSIBILIZACION O REACCIONES
ALERGICAS APARECEN, ESTOS SOM SIGNOS DE UMA CORDICION MANTENGASE FUERA
DEL ALCANCE DE NINOS. EX CASD D INGESTION, EUSQUE AYUDA MEDICA D CONTACTE AL
CENTRO DE COMTROL DE INTOXICACKIN DE INMEDIATO,

ALERTA DE ALERGIA — ESTE PRODUCTO PUEDE CALISAR UNA REACCION ALFRGICA SEVERA.
LOS SINTOMAS PUEDEN INCLUIR: #SBILANCIASTDIFICULTAD PARA RESPIRAR #SHOCK

oH] M FACIAL »UIRTICARN #SARPULLIDOD

Eéﬁgﬂ%gﬂm ALGUNA REACCION ALERGICA, DETENGA EL USD Y BUSQUE AYUDA

INGREDIENTS: CHLORHEXIDING GLUCONATE / GLUCONATO DE CLORDHEXIDINA 20 MEG,
%?E: m[ﬂm DEA, HYDROKYETHYLCELLULOSE, ISOPROPYL ALCOHOL, LALRAMINE

N

Chlorhexidine Gluconate 2% Solution
NDC 21749-416-90

GOJO Industries, Inc

Akron, OH 44309

+330 255-6000

www.GOJO.com
GOJOADXINTLLBL

Net Wt 1250 mL
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ANTIMICROBIAL FOAM HANDWASH

chlorhexidine gluconate 2% solution liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:21749-416

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CHL O RHEXIDINE GLUCONATE (UNII: MOR84MUDS8E) (CHLORHEXIDINE - CHLORHEXIDINE 20 mg
UNI:R4KO0DY52L) GLUCONATE in 1 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIL: 059QF0KOOR)

ISOPROPYL ALCOHOL (UNI: ND2M416302)

CITRIC ACID MONOHYDRATE (UNIL: 296 8 PHW8 QP)

HYDROXYETHYL CELLULOSE (2000 CPS AT 1%) (UNI: S38J6RZN16)
LAURAMINE O XIDE (UNII: 4F6 FC4MI8 W)



Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:21749-416-89 1200 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/01/2018

2 NDC:21749-416-90 1250 mL in 1 BOTTLE; Type 0: Not a Combination Product 04/01/2018

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
NDA NDAO019422 04/01/2018

Labeler - coJo mdustries, Inc. (004162038)

Registrant - Xttrium Laboratories, Inc. (007470579)

Establishment
Name Address ID/FEI Business Operations
Xttrium Laboratories, Inc. 007470579 manufacture(21749-416)

Revised: 8/2018 GOJO Industries, Inc.
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